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DETAILED ACTION 
Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 30 August 2006 was 
filed after the mailing date of the Office Action on 1 June 2006. The submission is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Drawings 

2. The drawings were received on 6 September 2006. These drawings are 
acceptable. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claim 32 is rejected, and claims 1-10, 17, and 19-21 stand rejected under 35 
U.S.C. 102(e) as being anticipated by Meadows et al. (US Patent 6,516,227). 

Regarding claims 1, 5, 19, 21 and 32, Meadows et al. discloses a medical device 
programmer for an implantable neurostimulator (TITLE; ABSTRACT; column 5, lines 
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25-35) comprising an IrDA infrared interface (Fig. 7D-2, IrDA module 640) to receive 
changes to software executed by a processor within the programmer (Fig. 7D, 
microprocessor 620) during an infrared communication session (column 39, lines 14- 
42); and a controller (UART circuit 644 and microprocessor 620) to activate the infrared 
interface to seek an IR communication session for a finite period of time in response to 
power-up of the programmer (column 27, lines 38-54; column 31, lines 37-49; 
column 32, lines 35-36 and 50-62; column 36, lines 24-60; column 38, lines 18-21; 
column 38, line 33 through column 40, line 25). 

Additionally regarding the clause that the infrared communication session is 
initiated for a finite amount of time, Meadows et al. discloses that a telecommunicative 
link is established each time the patient or medical personnel change a stimulus 
parameter or initiate a charging session (column 17, lines 61-65), which means that 
each communication must necessarily terminate at some time before the next begins. 
Likewise, Meadows et al. discloses that the patient handheld programmer (HHP) is 
automatically turned off after a period of disuse, e.g. 1 minute (column 36, lines 50-53). 
Even if the unit were in constant IR communication with the external linking device, this 
automatic turning off of the HHP unit would also constitute the terminus of a finite 
infrared session. Therefore, this claim limitation does not distinguish the instant 
application over the prior art. 

Additionally regarding the clause that the infrared communication session is 
initiated in response to power-up of the programmer, Meadows et al. discloses the 
following: that the clinician programmer is in telecommunicative contact with the HHP in 
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a likewise fashion that the HHP is in communication with the implantable pulse 
generator (IPG) (column 17, lines 3-6); that the HHP communicates with the IPG in 
order to control the operating program and stimulation parameters, taken to be a 
"medical device program" (column 16, line 60 through column 17, line 13); that the IPG 
telemeters data to the HHP each time a communication link is established (column 17, 
lines 55-60) and on power-up (Fig. 4D; column 37, lines 7-1 1 )); and further, that all 
programming systems used by the HHP and clinician's programmer are always 
appropriately synchronized so that any changes from one are reflected in the other 
(column 36, lines 24-28). Thus it is understood that the clinician programmer controls 
the operating program and stimulation parameters (i.e. "the medical device program") of 
the HHP in a likewise fashion that the HPP controls the operating functions of the IPG. 
From this disclosure, one skilled in the art would further recognize that it is an inherent 
function of the Meadows et al. device that the infrared communication session is 
initiated on power-up of the HHP in order for the HPP and clinician programmer to be 
"always appropriately synchronized." Therefore, because communication initiation in 
response to power-up is understood to be an inherent property of the Meadows et al. 
apparatus, the instant application is not distinguished over the prior art in this regard. 

Regarding claims 3 and 4, Meadows et al. discloses that the software'changes 
comprise changes to an operating system or changes to medical device programs 
(column 16, line 60 through column 17, line 13; Column 36, lines 24-28). 

Regarding claims 6 and 8, the device of Meadows et al. is shown in Fig. 5 to be 
constructed of a housing with more than one part (Fig. 5, column 36, line 46 discloses 
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an upper housing). Any electronic device comprising housing of more than one part 
and containing software loaded on a memory inherently comprises a software loading 
port, where the port is considered to be the open portion of the housing in which the 
software-loaded circuitry is being inserted or affixed, and the other portion of the 
housing is considered to be the plate member covering the loading port. 

Regarding claim 9, Meadows et al. discloses that the plate member be printed 
with identifying information (column 38, line 55 through column 39. line 15). Given the 
configuration shown on the right side of the figure above, the disclosed labels on the 
buttons clearly satisfy this claim limitation. 

Regarding claim 7, a JTAG interface is a well-known and inherent component of 
any electronic system using SRAM or EEPROM (Fig. 7D-2). Therefore, this claim 
limitation does not structurally distinguish the instant application over the prior art of 
Meadows et al. 

Regarding claim 10, it is an inherent property of any functional electronic device 
using an operating system to contain software that includes instructions to implement 
that operating system. Therefore, this claim limitation does not distinguish over the prior 
art. 

Regarding claim 17, Meadows et al. discloses an LCD display (Fig. 7D-1, LCD 
module 240; column 39, lines 15-42). 

Regarding claims 2 and 20, the active time requirements of 5 to 10 seconds and 
less than or approximately equal to 10 seconds, respectively, are not limiting over the 
Meadows et al. device because Meadows et al. does not explicitly teach a system that 
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shuts off its IR interface with a different time requirement. If the Meadows et al. system 
remains in use for an hour or is always on, then the IR interface is active for 5-10 
seconds by nature of being on for longer than that. Likewise, if the patient or clinician 
using the device powers down after 8 seconds, then the IR interface has been active for 
8 seconds, which satisfies the language of claims 2 and 20. Therefore, claims 2 and 20 
do not patentably distinguish the instant application from the prior art. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 11,12, 14, 15 and 18 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Meadows et al. 

Regarding claims 11,12, and 14, Meadows et al. discloses the invention 
substantially as claimed including a first and second circuit board (Fig. 7A, button pad 
241 is disclosed as being on a separate printed circuit board; column 36, lines 44-49), 
but does not disclose expressly that the telemetry circuitry and antenna be on the first 
board and the display, display circuitry and control circuitry be on the second board. It 
would have been an obvious matter of design choice to one of ordinary skill in the art at 
the time of the invention to modify the system as taught by Meadows et al. with the two 
circuit boards as an obvious expedient to simplifying the manufacturing process and for 
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the purpose of making the device of a size similar to other hand held devices that use a 
hinged two board design, such as cellular phones. 

Therefore, it would have been obvious to modify the system/method of Meadows 
et al. to obtain the invention as specified in the claims, and the instant application does 
not patentably distinguish over the prior art. 

Regarding claim 15, Meadows et al. discloses the invention substantially as 
claimed including that the device is small enough to hold comfortably in one hand 
powered by e.g. a single AA-sized battery in an internal battery compartment (column 
38, line 55 through column 39, line 22), but does not expressly disclose that the battery 
bay extends at least partially into the internal antenna aperture. It would have been an 
obvious matter of design choice to one of ordinary skill in the art at the time of the 
invention to modify the system as taught by Meadows et al. by extending the battery 
bay into the antenna aperture, because Applicant has not disclosed that such a 
positioning provides an advantage, is used for a particular purpose, or solves a stated 
problem. One of ordinary skill in the art, furthermore, would have expected Applicant's 
invention to perform equally well with a battery compartment away from the antenna 
source or even an external power source since it appears to be an arbitrary design 
consideration that fails to patentably distinguish the instant application over Meadows et 
al. 

Furthermore, having a battery bay that extends into an aperture defined by the 
antenna is almost inherent in the nature of a device small enough to be held in the hand 
(the figure provided above with a battery in place of the memory module provides a 
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good example of this). Still further, the aperture as claimed could be defined as the 
housing of HHP 202, of which the battery bay is an inherently integral and internal part. 

Therefore, it would have been an obvious matter of design choice to modify the 
system/method of Meadows et al. to obtain the invention as specified in claim 15, which 
fails to distinguish the instant application over the prior art. 

Regarding claim 18, Meadows et al. discloses the invention substantially as 
claimed but does not disclose expressly that the infrared interface is positioned on a 
lower side surface of the housing. It would have been an obvious matter of design 
choice to one of ordinary skill in the art at the time of the invention to modify the system 
as taught by Meadows et al. by positioning the infrared interface on a lower side surface 
of the housing, because Applicant has not disclosed that such a positioning provides an 
advantage, is used for a particular purpose, or solves a stated problem. One of ordinary 
skill in the art, furthermore, would have expected Applicant's invention to perform 
equally well with an alternate placement of the IR interface since it appears to be an 
arbitrary design consideration that fails to patentably distinguish the instant application 
over Meadows et al. Therefore, it would have been an obvious matter of design choice 
to modify the system/method of Meadows et al. to obtain the invention as specified in 
the claim. 

5. Claim 16 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Meadows et al. in view of Stanton et al. (US Patent 6,249,703). 

Meadows et al. discloses the Applicant's invention substantially as claimed 
except for an external antenna. Stanton et al. teaches the use of an external antenna 
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(Fig. 1 , external antenna 28) with a patient programmer (10) to eliminate the need to 
place the programmer over the implant site during programming sessions, which is 
helpful for patients who cannot easily reach the implant site due either to physical 
condition or location of the implant site (column 6, lines 6-17). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of the invention to modify the 
system as taught by Meadows et al. with an external antenna for the same advantages 
taught by the Stanton et al. patent (motivation to combine provided by Stanton et al., 
column 6, lines 6-17). 

Response to Arguments 

3. Applicant's arguments, see paragraph 2 of page 1 5, filed 6 September 2006, with 
respect to the Drawings and Specification have been fully considered and are 
persuasive. The objections to the Drawings and Specification have been withdrawn. 

4. Applicant's arguments, see pages 15-18, filed 6 September 2006, with respect to 
the rejection of claims 1-7, 10, 17, 20 and 21 under 35 U.S.C. §1 02(b) as being 
anticipated by Causey (US 2002/0002326) have been fully considered and are 
persuasive. The rejection of claims 1-7, 10, 17, 20 and 21 over Causey has been 
withdrawn. 

5. Applicant's arguments filed 6 September 2006 regarding rejections using 
Meadows (US 6,516,227) have been fully considered but they are not persuasive. 
Claims 1-10, 17, and 19-21 stand rejected under 35 U.S.C. §102(e) as being anticipated 
by Meadows for the reasons made of record and restated above in paragraph 2. 
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• Claims 11, 12, 14, 15 and 18 stand rejected under 35 U.S.C. §103(a) as being 
unpatentable over Meadows for the reasons made of record. Claim 16 stands rejected 
under 35 U.S.C. §1 03(a) as being anticipated by Meadows in view of Stanton (US 
6,249,703) for the reasons made of record. 

Specifically regarding claim 1, Applicant argues that Meadows fails to disclose a 
controller to activate the infrared interface to seek an infrared communication session 
for a finite period of time in response to power-up of the programmer, and deactivate the 
interface after the finite period of time if the session is not established. Since Meadows 
discloses multiple subsequent communication sessions, it is indeed inherent that not 
only is the duration of each session finite, but the duration of time between 
communications (i.e. the seeking period) is finite. Meadows also clearly sets for that the 
external programmer interrogates (i.e. requests a communication session with) the 
implanted device to establish hardware recognition before beginning transmission of 
data and operational programs (column 27, lines 38-55). Meadows further discloses 
that hardware recognition (i.e. the initiation of an infrared interrogation session) is 
initiated as soon as the programmer is connected to the system, i.e. powered on 
(column 32, lines 35-36 and 50-62). What this tells us is that, at the request of the 
external programmer, the implanted device must inherently seek a communication 
session in order to establish an uplink for telemetering data to and from the external 
programmer. If there is no active seeking phase from the implanted device, no 
communication can ever be established between the two components. Again in column 
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38, lines 30-35, Meadows discloses that "once the hidden physician screen has been 
activated [i.e. powered on] a telemetered interrogation of the IPG is initiated." 

Regarding claims 2 and 20, the rationale originally presented by the Examiner, 
supplemented by the reasoning presented above, stands. When a communication 
session is established with the external programmer, the controller of the implanted 
device inherently transitions from the seeking phase between communication sessions. 
Meadows further discloses a detailed battery monitoring and power-down sequence of 
the implanted controller. Because battery life is finite, the power-down sequence, which 
is initiated and carried out by the controller, will inherently occur after a finite amount of 
time, thus presenting controller-initiated shutdown of the IR interface. Meadows also 
discloses that the external programmer shuts down after a period of disuse, which is an 
additional instance of a controller terminating the IR interface after a finite period of 
time. Even in the rationale that the interface can be deactivated by the patient or 
clinician, the human user of a device can be seen as a controller of the device, as they 
are presenting result-oriented input commands. 

For the reasons above, the Applicants arguments directed towards claims 1-7, 
10, 17, 20 and 21 are not convincing, and the Examiner's original rejection under 35 
U.S.C. §102(e) is deemed proper. 

Regarding claims 11,12 and 14, Applicant argues that unsupported conjecture 
about design choice is not a proper basis for rejection. No unsupported conjecture was 
made in the Office Action. A two circuit board design is an obvious expedient to the 
design process. One needs look no further than the cell phones now carried by the 
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majority of Americans to see this. The folding design leaves a footprint half the size of 
the unfolded or one circuit board design. It is also an inherent physical property of 
insulative substrates between two circuitry components, e.g. air over a distance or 
placement on opposite sides of a non-conductive substrate such as a silicon-based 
circuit board, to reduce electromagnetic interference or noise between components. 
Less noise will arise between two components the further apart they are placed, albeit 
across an air gap or on two separate circuits. The Lee reference (US 6,614,664) was 
placed on the evidentiary record submitted with the original Office Action for the very 
reason of providing support for this established rejection. 

Regarding claim 15, evidentiary record of a programmer comprising a battery bay 
extending at least partially into the antenna aperture can be found in Figure 25 of the 
Causey reference as well as in Figures 1A and 2B of Malek (US 2003/0177031), among 
others. It is again noted that one can look no further than a modern cell phone to 
realize that such a battery bay comprises obvious design choice. In response to 
applicant's argument that the examiner's conclusion of obviousness is based upon 
improper hindsight reasoning, it must be recognized that any judgment on obviousness 
is in a sense necessarily a reconstruction based upon hindsight reasoning. But so long 
as it takes into account only knowledge which was within the level of ordinary skill at the 
time the claimed invention was made, and does not include knowledge gleaned only 
from the applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 
443 F.2d 1392, 170 USPQ 209 (CCPA 1971). 



Application/Control Number: 10/693,005 Page 13 

Art Unit: 3762 

Conclusion 

6. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571) 
272-6820. The examiner can normally be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Christopher A. Flory 




20 November 2006 



